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DEPARTMENT  OF  LABOR 

Occupational  Safety  and  Health 
Administration 

A  List  of  Substances  Which  May  Be 
Candidates  for  Further  Scientific 
Review  and  Possible  Identification, 
Classification,  and  Regulation  as 
Potential  Occupational  Carcinogens 

agency:  Occupational  Safety  and 
Health  Administration,  Labor. 
action:  Publication  of  a  list  of 
substances  which  may  be  candidates  for 
further  scientific  review. 

summary:  OSHA  is  today  publishing  a 
list  of  substances  which  may  be 
considered  candidates  for  further 
scientiHc  review  and  possible 
identification,  classification,  and 
regulation  as  potential  occupational 
carcinogens.  This  listing  of  substances 
which  is  required  by  the  OSHA 
standard  for  the  identification, 
classification,  and  regulation  of 
potential  occupational  carcinogens  does 
not  mean  that  OSHA  has  determined 
that  a  substance  on  the  list  is 
carcinogenic  or  that  regulatory  action  on 
the  substance  is  necessary,  nor  is  such  a 
listing  intended  as  a  preclassification 
warning.  It  is  OSHA’s  view  that  the 
compilation  and  publication  of  the  list  of 
substances  accomplishes  the  following: 
informs  the  public  at  the  very  first  step 
in  OSHA's  standard-setting  process  that 
a  substance  is  a  candidate  for  closer 
scientific  review;  makes  available  to  the 
public  the  data  base  for  substances 
OSHA  is  considering  for  further 
scientific  review;  reduces  the  number  of 
substances  to  be  subjected  to  such  a 
review;  guides  the  research  community 
in  focusing  its  resources  on  those 
substances  for  which  there  is  a  need  for 
testing  and  further  reseeirch;  stimulates 
early  public  comment  regarding  the 
availability  and  appropriateness  of  new 
or  additional  scientific  data;  and, 
overall,  assists  OSHA  in  its  setting  of 
priorities  and  selecting  of  substances  for 
regulation. 

DATE:  All  comments  and  requests  for 
relevant  data  must  be  received  in  the 
Docket  Office  by  October  14, 1980. 
ADDRESSES:  Comments  on  the 
Candidate  List  and  requests  for  relevant 


data  should  be  mailed  to  the  Docket 
Office,  Room  S6212,  Department  of 
Labor,  200  Constitution  Avenue,  NW., 
Washington,  D.C.  20210  (202/523/7894). 
FOR  FURTHER  INFORMATION  CONTACT: 

Mr.  James  F.  Foster,  Department  of 
Labor,  OSHA  Office  of  Public  Affairs, 
Room  N3641,  200  Constitution  Avenue, 
NW.,  Washington,  D.C.,  20210  (202/523- 
8151). 

SUPPLEMENTARY  INFORMATION: 

A.  Background  Information: 

One  of  the  most  critical  health 
problems  which  OSHA  must  deal  with 
today  is  the  prevention  of 
occupationally-related  cancers. 
Moreover,  OSHA  recognizes  its 
obligation  to  minimize  the  inherent 
social  and  economic  impact  of  these 
dreaded  diseases,  and  since  1970  has 
initiated  rulemaking  proceedings  on  the 
following  occupational  carcinogens: 
asbestos,  “fourteen  carcinogens,”  vinyl 
chloride,  coke  oven  emissions,  arsenic, 
benzene,  acrylonitrile,  and  beryllium. 
More  recently,  OSHA  proposed  on 
October  4, 1977  (42  FR  54148)  a  general 
standard  to  assist  in  expediting  the 
identification,  classification,  and 
regulation  of  potential  occupational 
carcinogens.  Extensive  public  comments 
were  submitted  and  a  lengthy  hearing 
was  held  on  the  proposal.  Then  on 
January  22, 1980,  OSHA  promulgated  its 
general  standard  for  the  identification, 
classification,  and  regulation  of- 
potential  oecupational  carcinogens,  the 
"Cancer  Standard”  (45  FR  5002,  January 
22, 1980).  The  first  action  to  be  taken  by 
OSHA  in  following  the  procedures  set 
forth  by  the  Cancer  Standard  is  the 
publication  of  this  list  of  substances 
which  are  candidates  for  further 
scientific  review. 

B.  The  List  of  Substances  Which  Are 
Candidates  for  Further  Scientific 
Review: 

(1)  Discussion  of  the  List  of  Candidate 
Substances  in  the  Proposal:  The 
proposed  regulation  included  OSHA’s 
definition  and  criteria  for  classification 
of  a  potential  occupational  carcinogen. 
The  proposal  also  included  a  statement 
of  OSHA’s  intent  of  “devising  its  own 
system  for  the  orderly,  systematic 
classification  of  the  large  number  of 


potential  carcinogens  already  identified 
by  NIOSH”  (42  FR  54169,  October  4, 
1977).  In  addition,  OSHA  solicited  public 
comment  as  to  how  to  best  handle  the 
1500  to  2000  substances  for  which  some 
evidence  of  carcinogenicity  existed, 
according  to  the  National  Institute  for 
Occupational  Safety  and  Health 
(NIOSH)’s  list  of  “suspected 
carcinogens”  (HEW  Piiblication  No.  77- 
149,  December,  1976).  OSHA  received 
many  requests  from  the  public  that  it 
prepare  a  preliminary  version  of  the  list 
of  candidate  substances.  OSHA 
complied  with  these  requests  and 
subsequently  released  such  a  tentative 
list  for  public  comment  in  1978.  That  list 
is  available  in  the  OSHA  Docket  Office. 

A  large  number  of  participants  also 
urged  OSHA  to  adopt  a  specific 
screening  process  for  “suspected 
carcinogens”  and  suggested  a  variety  of 
screening  procedures  to  be  used  by 
OSHA.  After  extensive  review  and 
deliberation  of  the  various  screening 
procedures  submitted,  OSHA  selected 
those  which  it  considered  the  most 
effective.  By  combining  these  selected 
procedures,  OSHA  has  developed  what 
it  believes  to  be  a  most  efficient  three- 
step  screening  and  priority-setting 
process.  The  three-steps  are: 

Step  No.  1 — publication  of  a  list  of 
substances  which  may  be  candidates  for 
further  scientific  reviews; 

Step  No.  2 — publication  of  two 
priority  lists,  one  for  Category  I  and  one 
for  Category  II  substances;  and  , 

Step  No.  3 — selection  of  one  or  more 
substances  from  the  priority  lists  for  full 
scientific  review  with  a  view  to 
subsequent  rulemakings. 

(2)  Procedures  Stated  in  the  Cancer 
Standard  Final  Rule  concerning  the  List 
of  Candidate  Substances:  After  a 
thorough  and  conscientious  analysis  of 
the  Hearing  Record  (see  the  discussion 
at  45  FR  5207-5211,  January  22, 1980), 
OSHA  arrived  at  the  screening 
procedure  it  would  use  and  this 
procedure  has  been  followed  in  the 
compilation  of  this  list  of  candidate 
substances — the  first  step  in  OSHA’s 
screening  process. 

(a)  Substances  for  which  there  was 
some  evidence  of  carcinogenicity  would 
be  drawn  from  such  well-known  lists  as 
the  NIOSH  Registry  of  Toxic  Effects  of 
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Chemical  Substances  (RTECS),  the  U.S. 
Public  Health  Service,  Publication  No. 
149,  the  Environmental  Protection 
Agency  (EPAl’s  Inventory  of  Chemical 
Substances,  the  Monographs  of  the 
International  Agency  for  Research  on 
Cancer  (lARC),  and  the  Annual  Report 
of  the  Secretary  of  the  United  States 
Department  of  Health  and  Human 
Services  (HHS)  to  the  President  and 
Congress.  These  compiled  substances 
would  be  verified  as  being  present  in  the 
American  workplace  by  using  the  EPA’s 
Pesticides-Registered  Active  Ingredients 
List,  the  National  Occupational  Hazard 
Survey  (NOHS),  the  EPA  Inventory  of 
Chemical  Substances,  the  Food  and 
Drug  Administration  (FDA)’a  Food 
Additives  List,  and  the  FDA’s  Approved 
Drug  Products  List.  The  substances 
which  are  found  in  American 
workplaces  and  for  which  there  is  some  ' 
evidence  of  carcinogenicity  will  be 
subjected  to  a  brief  scientitic  review. 

(b)  A  “brief  scientific  review”  has 
been  interpreted  to  mean  a  review  by 
senior  government  scientists  of  a 
sufficient  quantity  of  available  literature 
to  determine  whether  or  not  a  substance 
should  be  subject  to  a  more  thorough 
scientific  review  under  the  Cancer 
Standard.  Based  on  the  more  detailed 
review  a  determination  may  then  be 
made  as  to  whether  a  substance  meets 
OSHA’s  definition  of  a  potential 
occupational  carcinogen  (29  CFR 
1990.103  (45  FR  5283,  January  22, 1980)). 

(c)  Only  positive  data  would  be 
considered  for  the  substances  which 
would  be  subjected  to  a  brief  scientific 
review.  OSHA  believes  that 
consideration  of  all  available  scientific 
evidence  (positive  and  non-positive) 
should  be  done  in  the  later  stages  of 
classification. 

(d)  Substances  on  this  list  will  not  be 
tentatively  classified  into  Category  I  or 
Category  II  at  this  early  screening  stage. 
Such  categorization  will  be  made  only 
after  a  more  extensive  scientific  review. 

(e)  The  candidate  list  will  be  made 
public  and  will  be  updated  annually. 

OSHA  emphasized  in  the  Cancer 
Standard  Final  Rule  that  the  inclusion  of 
a  substance  on  the  candidate  list  did  not 
signify  a  scientific  determination  that 
the  substance  was  a  potential 
occupational  carcinogen,  nor  was  it  to 
be  considered  as  a  preclassification 
warning.  Most  importantly,  the 
candidate  list  carries  no  regulatory 
effect.  By  the  same  token,  the  exclusion 
of  a  substance  fivm  the  candidate  list 
does  not  mean  that  a  substance  is  non- 
carcinogenic.  The  candidate  list  includes 
substances  that  OSHA  believes  require 
a  more  detailed  scientific  review  to 
determine  whether  they  should  be 
identified  and  classified  as  potential 


occupational  carcinogens.  The 
publication  of  the  candidate  list  has 
several  benefits.  For  instance,  in 
conjunction  with  EPA’s  Carcinogen 
Assessment  Group  (CAG)  “List  of 
Carcinogens.”  it  informs  all  interested 
parties  as  to  which  substances  OSHA  is 
reviewing  for  possible  identification  and 
classification  as  potential  occupational 
carcinogens. 

EPA’s  CAG  List  includes  substances 
which  were  reviewed  extensively  by 
CAG  and  considered  by  CAG  as  having 
“substantial  evidence  of 
carcinogenicity.”  OSHA  also  reviewed 
many  of  these  substances  and  will  make 
available  to  interested  parties  the  data 
base  it  used  for  each  substance. 

Although  at  this  stage  of  review  OSHA 
has  not  reached  a  conclusion  as  to  the 
potential  carcinogenicity  of  these 
substances,  it  respects  EPA’s  evaluation. 
Therefore,  in  a  spirit  of  inter-agency  co¬ 
ordination  and  co-operator,  consistent 
with  the  objectives  of  the  IRLG,  OSHA 
has  referenced  EPA’s  CAG  List  of 
Carcinogens  rather  then  relisting  on  the 
candidate  list  those  substances  OSHA 
reviewed.  The  substances  from  EPA’s 
CAG  List  which  OSHA  reviewed  will  be 
considered  for  listing  on  the  OSHA 
priority  lists. 

Publication  of  the  candidate  list  also 
stimulates  employers  and  employees,  as 
well  as  the  general  public  to  comment 
on  the  available  scientific  data  and  to 
inform  OSHA  of  additional  relevant 
data  concerning  any  substance  on  the 
candidate  list.  OSHA  further  believes 
that  the  scientific  community  will 
benefit  from  the  publication  of  the 
candidate  list  because  it  will  help  to 
identi^  the  substances  for  which 
additional  research  may  be  appropriate. 
These  conclusions  are  reflected  in  29 
Code  of  Federal  Regulations  (CFR)  1990. 
121  (45  FR  5284,  5285,  January  22, 1980)) 
which  requires  the  Secretary  to  publish 
a  candidate  list  annually.  The  list 
published  below  is  issued  pursuant  to 
those  requirements. 

(3)  Utilization  of  the  List  of  Candidate 
Substances  in  the  Priority  Setting 
Process:  The  compilation  and 
publication  of  the  candidate  list  is  only 
the  first  step  in  the  screening  of  toxic 
substances  which  might  be  potential 
occupational  carcinogens,  '^e  second 
step  in  OSHA’s  screening  procedure 
involves  the  application  of  several 
priority  factors  (29  CFR  1990. 131-132,  45 
FR  5285,  January  22, 1980)  primarily  to 
the  list  of  candidate  substances,  as  well 
as  to  EPA’s  CAG  List,  in  order  to  screen 
out  those  substances  which  should  be 
more  seriously  considered  for 
regulation.  In  other  words,  OSHA  is 
attempting  to  identify  and  classify  “the 


worst  first”  in  the  most  efficient  and 
effective  way.  Some  of  the  factors  that 
may  be  considered  by  OSHA  in  its 
priority  setting  are:  (a)  The  estimated 
number  of  exposed  workers,  (b)  the 
estimated  levels  of  workers’  exposure. 

(c)  the  molecular  similarity  of  the 
substance  to  a  known  carcinogen,  and 

(d)  the  availability  of  safe  substitute 
substances  (45  FR  5210,  5285,  January  22. 
1980).  That  group  of  substances  which 
remains  after  the  application  of  the 
priority  factors  will  then  be  considered 
for  placement  on  the  priority  lists.  At 
this  point  in  the  screening  process, 
OSHA  intends  to  perform  a  thorough 
analysis  of  all  available  scientific  data 
relevant  to  the  potential  carcinogenicity 
of  a  substance.  Two  priority  lists  will 
published  and,  subsequently,  updated 
approximately  every  six  months,  one  list 
for  Category  I  candidates  and  one.  for 
Category  II  candidate  substances. 

The  third  step  in  OSHA’s  screening 
procedure  will  be  selecting  those 
substances  from  the  priority  lists  that 
are,  in  fact,  potential  occupational 
carcinogens  and  are  to  be  regulated  on  a 
substance-by-substance  basis  as 
outlined  in  the  Cancer  Policy  (45  FR 
5284,  January  22, 1980). 

(4)  References  Cited  in  the  Text  of  the 
Supplementary  Information  Section:  (a) 
42 1^  54148.  Identification. 

Classification  and  Regulation  of  Toxic 
Substances  Posing  a  Potential 
Occupational  Carcinogenic  Risk. 
October  4, 1977. 

(b)  45  FR  5002,  Identification, 
Classification  and  Regulation  of 
Potential  Occupational  Carcinogens, 
January  22. 1980. 

(c)  National  Institute  for  Occupational 
Safety  and  Health  (NIOSH)  Suspected 
Carcinogens,  Health,  Education  and 
Welfare  Publication  No.  (NIOSH)  77- 
149,  December.  1976. 

(d)  Registry  of  Toxic  Effects  of 
Chemical  Substances  (RTECS)  NIOSH, 
the  version  of  RTECS  as  contained  in 
the  Environmental  Protection  Agency- 
National  Institutes  of  Health  Chemical 
Information  System,  July,  1979. 

(e)  United  States  Public  Health 
Service,  Publication  No.  149,  Original. 
Supplement  II.  1961-1967, 1976-1971, 
1972-1973. 

(f)  Environmental  Protection  Agency 
(EPA)’s  Carcinogen  Assessment  Group 
(CAG)  “List  of  Carcinogens.”  April  22, 
1960. 

(g)  Environmental  Protection  Agency 
(EPA)’s  Inventory  of  Chemical 
Substances,  compiled  pursuant  to  the 
Toxic  Substances  Control  AcL  the 
Inventory  as  of  1979. 

(h)  Monographs  of  the  International 
Agency  for  Research  on  Cancer  (lARC) 
Vols.  1-19. 1972-1979. 
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(i)  Annual  Report  of  the  Secretary  of 
the  United  States  Department  of  Health 
and  Hiunan  Services  (HHS)  to  the 
President  and  Congress,  1979. 

(j)  Environmental  Protection  Agency 
(EPA)’s  Pesticides-Registered  Active 
Ingredients  List,  July  1974. 

(k)  National  Occupational  Hazard 
Survey  (NOHS),  1976. 

(l)  Food  and  Drug  Administration 
(FDA)’s  Food  Additives  List,  April,  1979. 

(m)  Food  and  Drug  Administration 
(FDA)’s  Approved  Drug  Products  List, 
January,  1979. 

Authority:  This  document  was  prepared 
under  the  direction  of  Eula  Bingham, 

Assistant  Secretary  of  Labor  for 
Occupational  Safety  and  Health,  and  by 
Bailus  Walker,  Jr.,  Director  of  Health 
Standards  Programs,  for  the  Occupational 
Safety  and  Health  Administration,  U.S. 
Department  of  Labor.  200  Constitution 
Avenue,  N.W^  Washington,  D.C.  20210. 

Signed  at  Washington,  D.C.,  this  4th  day  of 
August  1980. 

Eula  Bingham, 

Assistant  Secretary  of  Labor  for  Occupational 
Safety  and  Health. 

BILLINQ  CODE  4510-26-M 
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